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Objective 

To describe the SOP used to guide the configuration of site training materials 
for a particular study protocol. 

Definitions 

2.1 PED Patient Experience Diary 

Procedure 

3.1 iwvz'vodata, inc. uses a combination of visual presentations and 

training manuals to guide training of site personnel to conduct the 
following PED components of a clinical trial: 



3.1.1 isvivosystem PED operations 

3. 1 .2 Subject training on PED use in the clinical trial 

3 . 1 .3 Patient Performance Evaluation 



3.2 mvzvodata, inc. configures these training materials for each study 

to incorporate the components of that particular study protocol 
according to the sequence that follows: 

3.2.1 Scientific Affairs delivers the signed study protocol to 
Clinical Operations as described in SOP SA-2010. 
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3.2.2 Clinical Operations reviews the protocol to identify study- 
specific components, including, but not limited to: 



3.2.2.1 Study design 

3.2.2.2 Study treatment 

3.2.2.3 Visit schedule 

3 .2.2.4 PED assessment content 

3.2.2.5 PED assessment schedule 

3.2.2.6 PED performance evaluation criteria 

3.2.3 Clinical Operations delivers the outline of specifications for 
the above study-specific variables to Clinical Systems and 
Data Management for use in configuring their respective 
components of the training materials. 

3.2.4 Clinical Operations incorporates the study-specific 
variables into the training materials for subject training on 
PED use in the clinical trial. 



3.2.5 Clinical Systems revises the /nWvosystem PED operations 
training materials to incorporate the study-specific 
variables. 



3.2.6 Data Management revises the Patient Performance 

Evaluation training materials to incorporate the study- 
specific variables. 



The configured training materials are labeled with the study title 
and sponsor protocol number. 



3.4 The configured training materials are labeled 'CONFIDENTIAL'. 

3 .5 Copies of the configured trahiing materials are numbered. 

3.6 These customked materials are used only for the purposes of 
training site personnel on PED-relatcd procedures for a specific 
protocol. 



Confidential 



Title: 


SOP Number: 




Creation of Training Materials for a study 


CO-3050 


Page 3 of 3 


configuration 






Last Revised: 






New SOP 





3.7 mWvodata, inc. accounts for the return of all training materials 

from the site upon study closure. 

4 Responsibilities 

4.1 Scientific Affairs 

4.2 Clinical Operations 

4.3 Clinical Systems 

4.4 Data Management 
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Objective: To introduce you to Electronic Diary 
(called ED), a new way to collect patient seif-data 
in the real world. To teach you how to use the 
invivosystem in this study. 

We would like to introduce you to the imhi$)5tem- a new way to collect 
patient self-report data in the real world. This goal of the system is to 
gather the most reliable and valid data from patients in real-time, as 
the patient goes about his or her daily routine. 

Patients use an Electronic Diary (called ED) to record their experiences 
throughout the study. They send the data, using a data transfer kit, each night to 
a central location, where the data is automatically reviewed and surrimarized 
across a number of compliance-related variables. You - the study coordinator- 
can review these summaries and use them to track patients' progress in the study 
and ensure they comply with study procedures. The flow of the system is below 
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The invivosystem is different than typical diaries. The ED is wry easy to use, and 
it helps the patients comply with the protocol. The data cycle of patients 
collecting self-report data, and the study coordinator delivering regular feedback 
about the patient's compliance is key to the study success, thus, both the patient 
and study coordinator play critical roles. Put simply, the focus of this system is 
helping patients succeed in the clinical trial protocol This manual explains the 
system, as well as the roles of the patients and study coordinators in collecting 
real- lime, real- world patient self-report data. 



EanuaE Overview 

on your own, we recommend that you work through 
Jpon completing the homework (outlined in Chapter 
qualified to use the invivosystem in this study. 

is divided into the following sections: 
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Chapter 2 explains the invivosystem ® and all of the key components. 

Chapter 3 describes how the invivosystem® fits into this trial's study flow. 

Chapter 4 details the procedures for using the system to conduct this trial - 
from the time a patient enters the study until her termination or completion 

Chapter 5 describes the 'home-work' that you must complete to become 
qualified to execute these procedures. You will not have access to the official 
study website until your homework is complete. 

Chapter 6 outlines some frequently asked questions. 



Setting Started 

You will need to accomplish several things to ensure that 
invivosystem will function appropriately in your office. 
This section describes the materials you'll need to get 
everything set up correctly, what to check for on your 
PQ and the setup tasks that invivosystem requires. 

; These steps summarize what you'll do next: 

1. First, gamer me materials you'll need: 

a. This manual 

b. Patient ED Training Flipbook 

c. ED 

d. Data Transfer Kit 

e. A Windows- based PC 

2. Check to see if your PC has Internet Explorer (IE) 5.5 installed. 
If you don't have IE 5.5 installed, you'll need to install it on your 
PC 

3 . Identify a location with a phone jack and oudet plug. 

4. Set up the Data Transfer Kit. 

5. Visit the invivosystemcom Website. 

SnstaHmg mt&met E%0$(be\ \ 

The invivosystem® us^fiSc^fep^ifer (IE), version 5.5 as one of its 
components. If you have IE on^yc^rPQ you should still check to see that it is 
version5.5 (or higher). If ytju have IE 5.5 on your PC, you can go directly to the 
Setting Up the BaiWB^aaSfer Kit section . Otherwise, you should follow the 
instructioris in theChecking your PC for IE 5 .5 to check for the right version of 
IE. 



T I P 

Lfee the left and right margins 
of this manual to take notes. 
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If you need to install IE 5.5 on your PC, then go direcdyto the Installing IE 5.5 
from a CD-ROM or Downloading IE 5.5 from the Internet sections. 

Checking your PC for IE 5.5 

1 . Open your current version of IE . 

2. At the top of the screen, click Help. 

3 . From the Help menu, select About Internet Explorer. 

4. Your version number is displayed immediately after Version: as 
an 1 1-digit number (for example x.xx jcxxx^xxx). 

a. If the first three numbers are smaller than 5 .50, then you do 
not have IE 5.5 and should in the remaining steps in this section 
to install IE 5.5. 

b. If the first three numbers are 5.50 or greater, then you are fine 
and can continue directly to the Setting Up the Data Transfer 
Kit section. 

Installing IE 5.5 from a CD-ROM 

1. Insert the IE 5.5 CD-ROM into your PCs CD-ROM drive, 
a. The CD-ROM starts automaticaliy. 

2. If the CD-ROM does not start automatically, then 

a. Click the Start button on the Task bar and select Run. 

b. At the prompt, type: d:\cdsetup.exe (d is the CD-ROM drive 
indicator) 

c. Click OK and follow the on-screen instructions. 

Downloading IE 5.5 from the Internet 

1. Goto 

www.rnicrosoft.com/ wlndows/ie/ download/ie501spl.htm 

2. Read the How to Download and Install instructions. 

3 . Click the Download Now button. 

4. After the IE 5.5 software is installed, you must restart your PC 

Setting Up £fta Data Tmas%s?%^ 
Ensure that you perform the foJIcw^'setA steps before continuing to the next 

to an analog phone jack and power 
work.) 
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2. From the Data Transfer Kit, take out the phone splitter. (See the 
associated figure.) 

3 . If a phone is plugged into the phone jack 

a. Unattach the phone cord from the phone jack. 

b. Plug the phone splitter into the phone jack. 

c. Plug the phone cord into the empty slot on the splitter. 

d. Go to Step 5. 

4. If the phone jack is empty: 

a. Plug the phone splitter into the phone jack. 

b. Go to Step 5. 

5 . Plug the Data Transfer Kit power cord into the power outlet. 

6. Look in the black bag, you should see small lights come on. (If 
lights are not on, reach into the bag and flip up the small, metal 
switch on the back of the modem.) 

7. Place ED on the cradle. (The green light on the cradle should 
come on.) 

Wmlimg the mvivosystem.com Website 

Letting this study, you will visit the invivosystem.com Website to track patients, 
review protocol compliance and data- related issues for your patient. 

To visit the invivosystem.com Website: 

1. Open IE 5.5. 

2. In the URL Address area, type: hap-J / www.invivosystem.com 

3. Press the Enter key on your keyboard. 
If you need assistance call your CRA or the mvivodata Homework Help Desk at 



(412) 697-0161. 




X 



v 



invivosystem Training 



CHAPTER 1: USING THIS MANUAL 




invivosystem Training 



10 



Objective: To help you understand how to teach 
patients to use ED and how you will manage their 
feedback. 



T 



he invivosystem is based upon a Data Cycle with two key components: 

Patient Self-report: Patients are taught to use ED to self- 
report their real-time experience. 

Patient Management and Feedback: Using ED and the 
website, study coordinators are able to track patients and 
review their protocol compliance. The coordinators may 
also use data regarding patient management to make 
protocol decisions, depending on the specifics of a particular 
study. Study coordinators then give patients feedback on 
their compliance with the protocol on a regular basis. 
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Patient Sal^fteesrt 

The data collection begins when patients 
are trained by site staff to use ED. Patients 
then use the ED as directed during their 
normal dairy routine. At the end of each 
day, the patient puts ED in it's 'cradle,' 
during which time the batteries recharge 
and ED automatically sends the day's data 
to a central location at invivodata. The 
next day, the patient wakes up and also 
then 'wakes up' ED for the day 




Patient Management and Feedback 

The invivosystem uses patient data entered into ED to create web-based profiles 
of each patient's performance. You can access this information on the 
invivosystem website (www.invivosystenxcom) to track patient performance and 
help you manage the patients throughout the trial The information is presented 
as reports that can be used to assess and encourage compliance. Other reports are 
designed to highlight questions about the data that need to be clarified. 

Patient Management is broken into four parts: 

1. Patient Tracking 

2. Protocol Compliance 

3. Problem/Issue Identification 

4. Feedback 



Patient Tracking 

The invivosystem allows site coordinators and monitors to see how patients are 
complying with using ED in their day-to-day lives. Patient tracking is done by 
accessing ready-made data transfer reports on the invivosystem website. 



Protocol Compliance 

i^pr^frrfcortant component of managing patients is reviewing their compl 
^ s^h^^p^tocoL Summary compliance reports are available on the website that 
^ > aHow^uoy coordinators to know how patients are doing. These reports guide 
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the feedback that coordinators give patients about their compliance with ED's 
protocol 



■ Issue Identification 

If any problems or issues arise during data collection with ED that might require 
comments or changes to the database, the invivosystem® website allows site 
staff, CRAs, or invivodata staff to raise issues using the ocmmt feature on the 
website 

Successful patient feedback involves two steps 

1 . Study coordinators review the summarks and reports on the website to 
track patients' progress and evaluate the patients' compliance. 

2. The study coordinators draw on the good relationship they have with the 
patient to give feedback about compliance with ED's protocol. 



The process by which patients are tracked and receive feedback about their 
behavior includes the following steps 



2. The patient places ED in the cradle and ED transfers data during sleep 

3 . Data is automatically checked for compliance 

4. Results are posted as reports on the web site 

5 . The Study Coordinator reviews the reports 

6. The Study Coordinator uses the reports to give patients feedback 

7. The Study Coordinator closes the feedback form on the web site 



The invivosystem® In Action 

The figure below shows in greater detail the flow of information throughout the 
system. 



1. 



The patient uses ED to record their ^B(frsymptoms 
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Patient 



Study 
Coordinator 



invivodata 



Parient places 
PEL'mc:idls 
nightly 



Comdiifltar 
feedback with 



naiisfeis 
pitLeiit ckta 



Coordinator 



Coouliietoi 
fredbickloop 



Compliance 
auloiLiatisrally 
ckecksd 







filtrates 


posted to Web 





PATIENT TRACKING PROCESS AND FEEDBACK... tte process bvwhkhpaknts ™ 

tracked and receive feedback. 
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Objective: To understand how the invivosystem 
Data Cycle relates to the patients' daily 
interactions with ED and the study flow. 



In this study, patients will use ED to record their^^^syrnptoms and 
Refresh use on some weeks (On monitoring periods) and on other weeks 
they will not use the ED (Off monitoring periods). The ED, itself, will let 
the patients know when it is time to begin and end the monitoring periods 
throughout the trial 



PaKieni: Oa&y Activities 

The following figure illustrates a sample dayin the life of a patient during the On 
monitoring period of the protocol. The assessment times listed are for 
illustration purposes only- the actual times of day the ED prompts each patient 
to complete the study assessments are based on the individual patient's wakeup 
time each morning. 
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What the patient 
experiences 



What the PED 

RECORDS 



Waken p 




Wakeup 





PED prompt 
45 min+/-15 
min later 








symptoms 



PED prompt: 
6hrs after 
wakeup 
+/- 1 hr 



PED prompt: 
12hrs after 
wakeup 
+/- 1 hr 



during day, 
wakeup alarm 



SAMPLE DAY IN THE LIFE OF A PATIENT. . . shows inm™w compW during an on 

MONITORING period. 



Patient Study Flow 

During this protocol, patients will spend some days on monitoring (using ED 
each day) and some days off monitoring (leaving ED in the cradle). ED will 
prompt patients when to start and stop monitoring. The study flow for patients 
is described below 
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On monitoring: , 

Patients: During On monitoring periods, ED -will prompt the 
patient to complete the Morning, Afternoon, and Evening Reports. 

Study coordinators: The study coordinator ■will reviewthe website 
one day into the Qn monitoring period to confirm the patient started 
Qn monitoring as directed. The coordinator will also check the 
website three days into every Qn Monitoring period for feedback on 
the patient's compliance with the ED protocol (Patient 
Management). The coordinator uses the website information to call 
the patient if she didn't start Qn monitoring as directed, and to give 
the patient feedback about ED compliance (Patient Feedback). 

The timeline for the on/ off monitoring periods is shown below. 



Master Study Timeline 




Day-16Day -12/ Day 0 



Training to -1 Days 13 to 21 Days 41 to 49 Days 69 to 77 

On-Monitoring periods 
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Training Visit Day -16 to Day- 12 

1 . At this visit the patient will be trained to use ED and follow study 
procedures. 

2. At the end of the training visit, you will enter Coordinator 
Administration, select the Post Training Button and follow ED's 
instructions. 

First On Momtormg PBirsod: Tmmmg to Bay -1 

1 . This on- monitoring period will begin immediately after the 
patient completes the ED training. The patient will complete the 
Morning, Afternoon, and Evening Reports daily, and the ED will 
automatically transfer data nightly, 

2. Three days into this monitoring period, you will review the 
website to review the compliance reports and the Patient 
Performance Feedback Form (PPF) . 



renormance reeaoacKrorm \rrrj. 

You will call the patient to deliver the feedback on the PPF 

Once you have delivered the feedback to the patient, you will 
close out the PPF on the invivosystem® website 



Basefme Yishs Bay 0 

1. Prior to the patient's visit, you will access the invivosystem 
website and view the patient's reports and any open PPFs. 

2. The patient will return to the clinic for a visit. 

3 . You will enter Coordinator Administration on ED, select the 
DayO Visit button, and follow ED's instructions. Qxxsirglhe 
DayO Visit bidtanwll set ihe patient's rmitimi^s6oeiMefor^trdmng 

4. If the patient qualifies to continue, ED will instruct you to enter 
the patient's randomization ID into the ED. 

5. If the patient does not qualify to continue, ask the patient to 
return ED and the Data Transfer Kit. 

Secorrd G^^&pbutg Period: Day 13 to Day 21 

t£tw®jim complete the Morning, Afternoon, and Evening 
1 "Hfiy, and will transfer data nightly. 
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2. One day into the monitoring period, you will review the website 
to ensure the patient has started On- monitoring. If the patient 
did not respond to the Gn-Monttoring prompt and did not set 
the wakeup alarm, invivodata will post a PPF on the website to 
let you know. 

3. If you find this PPF on the website, you will make a phone call to 
confirm the patient has started to use ED 

4. Three days into this monitoring period, you will check the 
website to review the compliance reports and the PPF 

5 . You will call the patient to deliver the feedback on the PPF. 



Third On-Monitoring Period: Day 41 to 49 

6. The patient will complete the Morning, Afternoon, and Evening 
Reports daily, and will transfer data nighdy. 

7. One dayinto the monitoring period, you will review the website 
to ensure the patient has started On- monitoring. If the patient 
did not respond to the On-Monitoring prompt and did not set 
the wakeup alarm, invivodata will post a PPF on the website to 
let you know. 

8. If you find this PPF on the website, you will make a phone call to 
confirm the patient has started to use ED 

9 . Three days into this monitoring period, you will check the 
website to review the compliance reports and the PPF 

10. You will call the patient to deliver the feedback on the PPF. 



Fourth On-Monitoring Period* Day 69 to Day 77 

11. The patient will complete the Morning, Afternoon, and Evening 
Reports daily, and will transfer data nighdy. 

12. One dayinto the monitoring period, you will review the website 
to ensure the patient has started Cta-monitoring. If the patient 
did not respond to the Gn-Monitoring prompt and did not set 
the wakeup alarm, invivodata will post a PPF on the website to 
let you know. 

13. If you find this PPF on the website, you will make a phone call to 
confirm the patient has started to use ED 



14. Three days into this monitoring period, you will check the 
website to reyjpwrhe compliance reports and the PPF 

15. You wjfl^^^te^^ent to deliver the feedback on the PPF. 
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fimsrf On-Monitoring Period: Day 97 to Bay 105 

1. The patient -will complete the Morning, Afternoon, and Evening 
Reports daily, and will transfer data nightly. 

2. One day into the monitoring period, you will review the website 
to ensure the patient has started Gn- monitoring. If the patient 
did not respond to the Cta-Monitoring prompt and did not set 
the wakeup alarm, invivodata will post a PPF on the website to 
let you know. 

3 . If you find this PPF on the website, you will make a phone call to 
confirm the patient has started to use ED 

4. Three days into this monitoring period, you will check the 
website to review the compliance reports and the PPF 

5. You will call the patient to deliver the feedback on the PPF. 



Weeks One, Four f EigM and Tvweiwe Visits (occur between 
; On moniiming periods) 

1 . At each of these visits , the patient must bring ED to the clinic. 

2. Before the visit, you will check the website to review die 
compliance reports and a PPF that will be posted at the end of 
the most recent monitoring visit. 

3. You will turn on ED and confirm that you want to complete a 
study visit now. 

4. Enter Coordinator Aaranistiation, select trie Other Visits 
button, and follow ED's instructions to transfer the patient's data 
during the clinic visit. 

5 . You will deliver the feedback listed on the PPF. 



Fsnai Study Visit: Day 112 (or Early Discontinuation) 

1. At this visit you will take ED from the patient, enter Coordinator 
Administration, select the Final Visit button and follow ED's 
instructions. 



3^ Place ED in the original Palm box with the cradle. 
oJse the retained packing material to pack the palm box. 
Use the provided airbill to return the ED 
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Objective: To learn the steps necessary to carry 
out the study procedures described in the 
previous chapter. 



t: 



his section is organized by ED related patient and study coordinator 
activities from the time a patient enters the study until completion (or 
termination). 



The materials you. . . 

1. This manual 

2. An ED ... 

3 . A Data Transfer Kit 

4. The Patient Training Flipbook 

5. The User's Guide 

Setting yp Ifeibre Hie Yi*aMn& Wwit 

In this section, you will learn how to prepare an ED for a patient, how to interact 
with ED as the study coordinator, and how to use ED during study visits. 

The steps for the training visit are as follows: 

1 . Setup a data transfer kit for the patient 

2. Prepare an ED for the patient 

3. Train the patient 

4. Send the patient home with ED and the Data Transfer Kit 

Ensure that you have ao|imf|ismd all the tasks in Chapter l's Getting Started 
:ore yoii^fe^^^fi^^ before the first training visit. 
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Preparing &sv ED fee th& P&tteni 

The steps and figures below show you how to prepare an ED for a patient. 



Note 



Yen should set up ED mriy on the day you train the patient 
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,! t r'aiiitiig irie ?atk;:i/it m use ED 

Now that you've set up an ED for a patient, you'll learn how to train the patient 
and send him home with ED and the charging cradle. 

Following informed consent, and before you begin to train the patient, please 
have the patient complete an Electronic Signature Certificate (you will use this 
information during ED set up) . 

■ To train patents to use ED, you will use a scripted flipbook presentation 
(in the ED Patient Training Flipbook) that guides you and the patient 
through a step-by^step Gaining routine. At key points in the flipbook 
presentation, the patient will get hands-on practice competing the 
interviews on ED. 



Starting the ED for imitimg 

The steps and figures below show you how to move the ED beyond the 1-2-3 
screen. 
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Trsmiesg Patients with fhe FMphmsk 

The ED Patient Training FKpbook is a scripted pieseritatioii that -will guide your 
training presentation with the patient You set the binder up as if it were an easel. 
The pictures face the patient and the text faces you. Follow the script to ensure a 
stanciatdized presentation across all patients 

Training Overview 

The ED Patient Training Flipbookis a quick, concise reference that covers 
training in six easy steps. 

1. Introduce ED 

2. Introduce Interviews 

a. Morning Report 

b. Afternoon Report 

c. Evening Report 

d. On-Monitoring reminder prompt 

3. Putting ED to Bed 

a. Set ED's wake up alarm 

b. Place ED in the cradle overnight 

4. Review Other Options 

a. Oops 

b. Nap 

c. Practice 

d. Suspend 

5 . Practicing the Interviews 

6. Test Transfer 

a. To be completed by the patient upon returning home 
immediately after Training Visit. 

7. Summary 
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Seffiwjj ED to Fiun-m llfoife 

After the patient has been trained, there are a few more critical steps to complete 
before the patient can use ED in the study. You "wil be asked a series of 
questions and you will then perform a data transfer. 



IMPORTANT! 



"When you train a patient on ED, ED will be in Training mode. By 
completing the Post Training button routine, and then selecting the 
Return to Patient button, you will change the software into "Run- 
in" mode, which is where ED will stay until the Day 0 Visit. This is 
a critical step, so please be sure to remember to select the V1 
Post Training button, then the Return to Patient button BEFORE 
giving the ED to the patient to take home. 

The steps and figures below show you how to complete these critical steps. 

1. At the Training Main menu, use 
ED's lower buttons as numbers 
(ED's lower buttons also function 
as numbers, as indicated in the 
figure) to enter the 2-3-3-4-2 access 
code. These numbers allow you to 
enter Coordinator Administration. 
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The following sections describe how you'll use ED during clinic visits. 
Training Visit: Day -16 to dJay- 12 

Remember, at this visit the patient will be trained to use ED and follow study 
procedures. At the end of the training visit, you will enter Coordinator 
Administration, select the Post Training Button and follow ED's instructions. 
Follow the imtructions beginning on page 32. 

Day O Visit: 

This visit is conducted 2 weeks after training to detennine if the patient is eligible 
to continue in the study. It will also set the timing for the on and off monitoring 
periods for the remainder of the study. 
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Weeks One, Four, Eight and Twelve Visits 

At each of these visits, the patient must bring ED to the clinic. You will need to 
turn ED on, confirm that you are doing an off-monitoring visit then enter 
coordinator administration. You will follow the same routine for each visit: 



1. You will be asked a series of 
questions and then you will 
perform a data transfer, as shown 
in the following pictorial steps: 
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Return to Patient Button 

Select this button to return to the 1-2-3 screen. Then, touch the 1-2-1-2-3 
sequence to return to the patient's main menu. 
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Patient Management aini F^^^acSc 

Hie invivosystem® uses patient data to help you make real-time decisions and 



Patient Management and Feedback is broken into four parts: 

1. Patient Tracking 

2. Protocol Compliance 

3. Problem/Issue Identification 

4. Protocol Decisions 

This section of the manual describes how to log on to and use the 
invivosystern.com Website to carry out the components of patient management 
and feedback 

Logging Cm to tnvrsosystem.com 

To cany out these procedures, you will need a Windows based PC with Internet 
Access and Internet Explorer 5.5. 

You will be required to review patient's data on a daily basis, close PPF and DCF 
for all visits, telephone and clinic and review any associated reports. 



Your user name and password are contained on the Electronic 
Signature Certificate. ! 

Sample Login Screen 

This is the screen you will see when you type in the invivosystem® Website 
address of www.invivosystem.com . 

Enter your Username and Password from your Electronic Signature Certificate 
and click login. 



interventions related to patient compliance. 



Note! 
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Sample Welcome Screen 

This is the screen that you "will see after you log in. You will only have access to 
your site. (Hick on your site number and you will come to the Choose 
Activity/StudyMain screen. 




Sample Choose Activity/Study... Main Screen 

Clicking your site's number opens the Choose Activity/StudyMain Screen. We 
will now discuss the parts of the website that will help you track your patients' 
compliance. 




Clicking View All Subjects opens the Subject Summary screen, which allows you 
to participate in all the data activities that track your patients' compliance. 
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Tracking Patients' Data Transfer 

Tracking patients in this study will begin with making sure that data transfers 
occur every night during On Monitoring. 



Sample Subject Summary Screen 

To check the date of your patient's last data transfer, double-click on the specific 
patient "whose last transfer date you wish to review. 




The Subject Status Screen appears. 

Sample Subject Status Screen 

The Subject Status Screen displays summaryinforrnation about the selected 
patient. On the Subject Status Screen, click the Upload Hstory button. 
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Sample Upload History Screen 

The Upload History screen displays a chronological history of each of this 
patient's data transfers. 
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Protocol Compliance 

After you ensure that the patient has been uploading data on a nightly basis, you 
-will then check the reports for protocol compliance. 

The steps for checking protocol compliance are: 

1 . Review the Patient Performance Feedback Form (PPF) 

2. Review any associated reports for the PPF or the visit. 

3 . Review any open Data Qarification Form (DCF) 

4. Meet with the patient and review compliance. 

Reviewing the Compliance Average 

The Compliance Average tells you how well the patient is doing with the protocol 
on average. The table below gives you an idea what you should be looking for. 

Note! ■ ' ' ■ ■ > ; . 

In this studythe compliance average is generated from the PPF. 



The compliance averages are described below. 



1-3 


Very serious compliance problems. The patent is not complying with most 
procedures. If protocol allows, discontinuation should be considered. 


4-6 


Serious compliance problems. The patient is not complying with one or more 
critical procedures. Corrective feedback with patient is essential. 


7-9 


Minor compliance problems. The patient is not complying with minor 
procedures. Gentle corrective feedback is suggested. 


10 


No compliance problems. The patient is complying with all study procedures- 
Reinforce patient for outstanding performance. 



To review the Compliance Average, navigate to the Subject Summary Screen. 
The column to the far right will contain the compliance average. 




Reviewing the Patient Performance Feedback Form 

After reviewing the Compliance Average, you will need to review the Patient 
Performance Feedback Form. 

Notei ■ , 

I In this study the PPF will be posted 3 days after me Gaining visit 
and one and three days after the start of each On Monitoring 
period. 



From the Subject Status screen, double click on the Patient Performance 
Feedback line and the PPF form will open for you. 
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Sample Patient Performance Feedback Form (PPF) 




Remember to click on the Feedback Given button every time you review the 
PPF and review it with the patient. 



Patient Reports 

The next level of compliance is the Patient Reports. If you see something on the 
PPF that you would like to investigate further, you can open the related report 
and view the data. 




Training 



Navigate to the Subject Status screen and click on the Reports button. You will 
come to this screen. You can then choose the report or reports you wish to 
review. 




The following is a list of the reports, what the purpose of the report is and when 
you might need to use the report. 



Report Description 


: Report Purpose 


Visit 


Implications 


On Monitoring Periods 


Displays patient's On 
Monitoring Periods 
schedule 


All 


Patient Tracking 


Missed 'On Monitoring' 
Report 


Used to track patient 
compliance with 
responding to On 
Monitoring schedule 


All 


Is patient keeping 
ED in the cradle 
during off monitoring 
periods as 
instructed? 


^^^^ Assessment 
Compliance 


Used to track patient 
compliance with 
completion of daily dry 
eye reports 


All 


Is the patient 
carrying ED with 
him/her? 


~flfl|||^eport 

Completion Summary 


Identifies the times and 
reasons (in red) for 
missed dry eye reports 


All 


is the patient 
completing 


Sleep Summary 


Is the patient putting ED to 
bed every night in the On 
Monitoring period? 


AH 


Is the patient being 
compliant with ED 
during the On 
Monitoring period? 


Nap Summary 


Used to track the number 
of times per day a patient 
is using Nap 


All 


Is the patient using 
Nap for daytime 
sleeping only? 


Suspend Summary 
-■g^. 


Used to track number of 
times per day a patient is 
using Suspend 


All 


Is the patient using 

Suspend 

appropriately? 
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Examples of each report are shown below: 
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Missed On Monitoring Rspc-1 



lip 



fl§ 

■ 
m 



Missed ED On Monitoring 



■ 

■ - 



Sleep Summary Report 



05:02 AM 8H3HM1 
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ap Rspori 



Nap Tabtt 



Suspend Report 




S/IM1 IDSfni tnm 1:10pm i™ BnalStspaiiPafcr! Dnwne 

S/iMl l:12pn MMI 1:11pm 2m BraiSmpadMeitl Otter 

SfiO/M l:17pn SflMI 1:19pm 2mk BnaiSospeMPalkin QiilPta 

SI10IS1 132pm 8/10JOI 233pm Slum EndSKpEndpimnml) Ntelfflgflnb 

SflM] 2.32pm SfiMI 306]ni 34min, EndEiEpcffiKTmraal) Dnving 



Giving Parent's r-eedback 

After you review the Patient Performan.ce Feedback form with the patient, you 
will click on the Feedback Given button. You will then get a confirmation screen 
asking you to enter your four-digit password from, your Electronic Signature 
Certificate. This is your signature indicating that you have given this feedback to 
the pati#rlfaild the patient understands. 
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lldtemtifymg and Resolving Issues 

After reviewing compliance, you will need to check for any data queries by- 
reviewing the Data Clarification Form (DCF) . 

Reviewing any DCFs will be the third component of the patient management 
cycle. 

To check on DCFs go to the Subject Status screen and click in the Data 
Clarification area and you will open the Data Clarification Form. 
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Sample Data Clarification Form (DO) 




Type your response in the query resolution space and click submit.. You will 
then be asked to confirm your submission with your 4-digit password from your 
Electronic Signature Certificate. 



■ Protocol Decisions 

In this study, protocol decisions will not be based on any of these reports. They 
are here to help you maintain good patient compliance with study protocol and 
insure strong primary efficacy data. 

Patient Feedback Session 

Reviewing progress with your patient is an essential step in the process 

The recommended process is for you to review the PPF, review any related 
reports, and review any DCF that have been posted. 

Patient Progress should then be discussed with the patient, starting with the 
positive, following with any corrective feedback that needs to be shared, and 
ending with any issues raised in DCF format. 

Issue Resolution should be the last thing discussed with the patient as stated 
above. Once you have obtained the resolution to issues, make sure you respond 
to the DCF as discussed above. 



3*^ ' * 65 invivosystem Training 



CHAPTER 4: USING THE INVIVOSYSTEM 



; 'sft-eBv: ConipIeliortTe ,[ ifiiiirf#n 

At the final study visit you will select the Final Visit button are follow the 
instructions discussed on page 47. Remember when you've done the final data 
transfer, retain ED and the Data Transfer Kit. Return ED and the Data Transfer 
Kit using the airbills that are provided. Check the User's Guide for specific 
instructions. 
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Objective: To help you put everything you've 
learned together about how to use the 
invivosystem. 

You complete the homework in your own clinic environment with a 
partner to demonstrate that you understand how to train patients on 
ED and use the invivosystem to manage your patients' compliance. 

HfOinewonk Materials 

1. A prepared ED 

2. ED's Data Transfer Kit 

3. Patient Training Flip Book 

4. The User's Guide 

5 . Homework Completion Instructions 
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Overviews &f tft® Tp&imKj 



Follow 
instructions in 
User's Guide 



Train your 
partner as you 



Z&z the fipbook ;■ 

















...-.'.-[.'.■■:'•'' : 




Steps ; 


Steps 


Steps 


■■ F^riner performs i 


Review PPF, 


Share feedback 


? interviews and = 


DCF and reports 


and resolve 


[ one data transfer ? 


prior to partner's 


DCFs wife 


■ using ED's Data ) 




Partner as you 


Transfer Kit, 1 

! 




would a patient. 



When setting up ED for your partner, use the subject ID that has been 
assigned to you in the Homework Completion Instructions. 

Train a partner as you would a patient; using the Patient Training Flipbook 
Have your partner carry ED the same as a patient would; including putting ED to 
bed and transferring data. 

1 : — : — — : 1 

Note! ! 



Remember to put ED into Run- In mode by doing the Vl-Post 
Training Data Transfer when you've completed the training of your 
partner. 



Have your partner return the next day. Review your partner's data prior to the 
visit as you would a real patient. Review PPF, DCF and any necessary reports. 
IDuring the visit follow the Day 0 Visit routine, provide feedback and close the 
PPF, review and close the DCF then send your partner home. Remember to 
keep ED and the Data Transfer Kit. 

When these tasks are completed, invivodata will notify you that your website 
username and password are now active for the study website. 
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Objective: To help you answer patients' and 
coordinators' frequently asked questions about 
using ED. 



1. Do I have to put ED to sleep and set the alarm every night? 

Yes. ED dc&rUimmber your wke^t^ from 

2. If I don't do something can I go back later? 

Within et^irtmk^ you my 

Hornier, onoeyouw entenadytm -password, you cm no fager (hang that 



3. Can I accidentally destroy the information I am sharing with 
ED? 

No, fyou gt stuck just keep trying Rermnierthekey imtmctkm - tap 
ihs ON key to turn ED an, wndihe screen, rmkeadxke, then tap GO. 

4. What happens if I need to travel? 

Letymstt^awi&iatarkm^ You wUwcme data 

transJerfialmetKticES mthem^ soyour 

slmtycoordmatorrieadsm Be sure thotyou hate 



5. What if I lose ED? 

You iM need to ocmtact your site immadiatdy. 

6. Is it really necessary to take ED with me when I leave the 
house? 

Yes. YmnmtkeepEDw&youatalltsTES durirgtbe 'OnMonitorirg 
: ^^^^mportant^ycutorKtmss any l&ps'. If 
ED is not'^^^^^^m't^abietodothat Dudngtffnvnitoring 
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7. Can I take ED out of the case and carry it in my pocket? 

Na It's^inpomtihatycuGmyEDmtbecwem 

8. Can I carry ED in my pocketbook? 

Na It's important that you don't amy ED aorxEcrfed in another bag or 
gmrert. Ddr^so mil Truffle ED's beeps and m^e k wy diffiadt to bear 
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Coordinator Q&JI 



1 . What is the invivodata Website address? 

a. wwwinvivosystem.com 

2. What happens If the data fails to transfer? 

a. Is the correct patient ID displayed 3 

b. Is the modem plugged in and turned on? 

c. Is the cradle connected to the modem? 

d. Is the plug plugged tight into the modem? 

3. What should I do if ED wont take my initials and password? 

a. Did you enter what was assigned on the Electronic Signature 
Certificate? 

b. Is the ED username being used, not die website? 

c. Is ED displaying the Study Coordinator Initials and Password 
screen? 

4. What should I do if 1 can't get into Coordinator 
Administration? 

a. Clarify your understanding of the buttons at the bottom of 
ED,e.g., go from left to right, 1,2,3,4 byre-reading "Error! 
Reference source not found.*, on page Error! Bookmark not 
defined, of this book. 

5. What should I do if I cant log in? 

a. Have you signed and returned your Electronic Signature 
Certificate? 

b. Are you using the Website username and password assigned 
on the Electronic Signature Certificate? 

c. If you are a new coordinator, have you contacted your CRA 
and invivodata to obtain a Website username and password? 

6. Do I need to put ED in Run-in after I train the patient? 

No. When you do a data transfer after training, the software will 
automatically do the switch for you. 
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